
From: Davis, Donna
To: Olinger, Christine; Perron, Monique
Cc: Wilbur, Donald; Vogel, Dana; Goodis, Michael; Rosenblatt, Daniel
Subject: Assistance needed with glyphosate letter
Date: Wednesday, July 31, 2019 9:37:10 AM
Attachments: Glyphosate Registrant letter 7.30.19.esk.bp.docx

Chris/Monique,
At the request of the AA, we are working with OGC on a letter to registrant’s related to Prop 65
warnings on their glyphosate products. I’ve pulled language about our assessment of carcinogenicity
that was in approved glyphosate comms, but OGC would like us to add a few dates. Please look at
the attached (2 page letter), make sure the couple of glyphosate paragraphs are correct, and also
provide the dates of HED assessments.
I am hopeful this is just a few minutes of work for you. There is an interest in getting a draft up to
Alex through our OCSPP IO today, so if you could turn this around quickly it would be appreciated
and if not, if you could let me know when you could do it, that would help in our communications
with OGC, the OCSPP IO and the AA.
Thanks,
Donna
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Dear Registrant,



We are writing to you concerning label and labeling requirements for products that contain glyphosate. 



[bookmark: _GoBack]As you may know, Proposition 65 (Prop 65) is a California state law that requires businesses to provide warnings to Californians about significant exposures to chemicals that, under the terms of Prop 65, are believed to cause cancer, birth defects or other reproductive harm.  Further, Proposition 65 requires California to publish a list of chemicals known to California to cause cancer, birth defects or other reproductive harm. This list must be updated once a year and has been expanded to include approximately 900 chemicals, approximately 90 of which are conventional pesticide active ingredients.  Under Proposition 65, a warning must be given for listed chemicals unless the exposure is low enough to pose no significant risk of cancer or is significantly below levels observed to cause birth defects or other reproductive harm.  



One of the ways for a chemical to be added to the Proposition 65 list is if an “authoritative body” has identified it as an agent causing cancer. Given the International Agency for Research on Cancer (IARC) classification of the pesticide glyphosate as “probably carcinogenic to humans,” California has listed it as a substance under Proposition 65.   However, IARC only considered a subset of the cancer studies included in EPA’s evaluation for glyphosate. Additionally, IARC used studies that are not appropriate for determining human carcinogenic potential (e.g., genotoxicity studies in non-mammalian species that do not inform genotoxic risk in humans). EPA considered a significantly more extensive dataset, including studies submitted to support registration of glyphosate and studies identified by EPA in the open literature as part of a systematic review.	Comment by Perlis, Robert: Can we add a date (year) for this evaluation?



EPA scientists have since the IARC classification performed an independent evaluation of available data to reexamine the carcinogenic potential of glyphosate and concluded that glyphosate is “not likely to be carcinogenic to humans.” For more information, read the Revised Glyphosate Issue Paper: Evaluation of Carcinogenic Potential. EPA’s cancer classification is consistent with other international expert panels and regulatory authorities, including the Canadian Pest Management Regulatory Agency, Australian Pesticide and Veterinary Medicines Authority, European Food Safety Authority, European Chemicals Agency, German Federal Institute for Occupational Safety and Health, New Zealand Environmental Protection Authority, and the Food Safety Commission of Japan. 	Comment by Perlis, Robert: Add year or date.



On February 26, 2018, the United States District Court for the Eastern District of California issued a preliminary injunction enjoining California from enforcing the state warning requirements involving the pesticide glyphosate’s carcinogenicity, in part on the basis that the required warning statement is false or misleading.  

  

Given EPA’s determination that glyphosate is “not likely to be carcinogenic to humans,” EPA considers the Proposition 65 warning language based on the chemical glyphosate to constitute a false and misleading statement.  As such, pesticide products bearing the Proposition 65 warning statement due to the presence of glyphosate are misbranded pursuant to section 2(q)(1)(A) of FIFRA and as such do not meet the requirements of FIFRA.    Therefore, EPA will no longer approve labeling that includes the California Proposition 65 warning statement for glyphosate-containing products and the warning statement must be removed from all product labels where the only basis for the warning is glyphosate, and from any materials considered labeling under FIFRA for those products. 



For any pesticide product that currently contains Proposition 65 warning language exclusively on the basis that it contains glyphosate, EPA requests the submission of draft amended labeling that removes such language within ninety (90) days of the date of this letter.  



		

		

		










